BOY TE CONG HOA XA HOI CHU NGHIA VIET NAM

CUC QUAN LY DUGC Poc lap - Tu do - Hanh phiic
s6: 40 /QLD-DK Ha Noi, ngay 9 thang03  nam 2018

V/v cong b6 danh muc nguyén lidu
duoc chat lam thudc khong phai thuce
hién cép phép nhap khau ca thude
trong nudc di duoc cip SPK.

Kinh gui: Cac co s¢ dang ky, san xuat thuoc trong nudc.

Cian ot Luat duoc sé 105/2016/QH13 ngay 06/4/2016;
Cian ctt Nghi dinh 54/2017/ND-CP ngay 08/5/2017;

Can cr cac hd so thay dbi, bd sung thubc trong nudc da duoc cap sO dang ky
luu hanh d3 dugc Cuc Quan Iy Dugc phé duyét ndi dung thay doi, bo sung;

Cuc Quan ly Dugc thong bao:

Cong b6 Danh muc nguyén liéu dugc chit 1am thudc dé san xuat thudc theo ho
so diang ky thude da c6 giay dang ky luu hanh thude tai Viét Nam dugc nhap khau
khong phai thuc hién cap phép nhap khau theo Danh muc dinh kém cong van nay.

Danh muc nguyén liéu 1am thudc duoc cong bd néu trén ding tai trén trang
thong tin dién tr cua Cuc Quan ly Duoc tai dia chi: www.dav.gov.vn.

Cuc Quan 1y Duoc théng béo dé cac cong ty san xuat biét va thyuc hién.

Noi nhan: TUQ. CUC TRUONG

- Nhu trén; 2 e X 4 A
- TT. Trwong Qude Cuong (dc b/c); PHO TRUO _ PANG KY THUOC
- Téng Cuc Hai Quan (dc phdi hop); B BN
- Cac Phé Cuc trudng (dé b/c);

- Website Cuc QLD,;

- Luu: VT, BK (Bi).

Nguyen Thi Thu Thuy




DANH MUC

NGUYEN LIEU DUQC CHAT PE SAN XUAT THUOC THEO HO SO PANG KY THUOC PA
bUQC CO GIAY PANG KY LUU HANH THUOC TAI VIET NAM DUQC NHAP KHAU
KHONG PHAI THUC HIEN VIEC CAP PHEP NHAP KHAU

(Ban hanh kem theo cong van so‘.‘MéO

/OLD-DK ngay ¢4 thang 3

nam 2018 cua Cuc Quan ly Duoc)

Sé oiky din Ngay hét Tiéu chuén Tén nwéc
! x X e hiéu luc ciia | Tén co sé san Tén nguyén liéu | chatlwgng | Tén co sé san xuét Pia chi co s& san xuit san xuét
STT Tén thuoc ky luu hanh A £ £ 1 £ : = i i z
thude giay ding xuat thuoc lam thuoc ciia nguyén nguyén liéu nguyén liéu nguyén
ky luu hanh li¢u liéu
Crotamiton E%T;gSﬁ;T;HH Asence Pharma Flot Ho:1308, 1403 G1LD.C.
I. STADA 10% VD-24574-16 | 23/03/2021 STADA-Viét Crotamiton EP 8.0 Piivite Liited Ankles war N 303 002., Dist. India
Bharuch, Gujarat, India.
Nam
Ibuprofen Eg;lg];i :;EHH Strides Shasun R.S.No. 33 & 34, Mathur
2. | STADA 400 VD-22681-15 | 26/05/2020 5 Ibuprofen EP 8.0 o Road, Periyakalapet, India
o STADA-Viét Limited
mg '+ Puducherry — 605 014
Nam
Cong ty TNHH Village: Mal'kumaj ra
Lién Doanh Morepen (Morepen Village), Highway:
3. | Lorastad & VD-20375-13 | 27/12/2018 i Loratadine USP 38 Laboratories Baddi Nalagarh Road, P.O: India
STADA-Viet s S
N Limited Baddi, Distt.: Solan, State:
g Himachal Pradesh.
Chi nhanh cong 2 ;
: % Zhejiang Huahai . " 2
Enalapril Stada : ty TNHH Lién ; : Xungiao, Linhai, Zhejiang, ;
4. 5 mg @ VD-26561-17 | 06/02/2022 Doanh STADA- Enalapril maleate EP 8.0 E}tl;rmaceutlcal Co., 317024 China
Viét Nam '
Chi nhénh céng
i ty TNHH Lién . R.S.No. 33 & 34, Mathur
5. é%%pfi?} Stada | v 26564-17 | 06/02/2022 | Doanh STADA- | Ibuprofen EP 8.0 E‘;‘fj dShas““ Road, Periyakalapet, India
& Viét Nam Puducherry — 605 014

(' B sung co s&r san xudt dugc chit theo cong vin s6 18008/QLD-DKngay 03/11/2017 cua Cuc Quan ly Duoc.

) B sung co s& san xudt dugc chit, cap nhit tiéu chuan dugc chét theo cong van 56 17061/QLD-DK ngay 19/10/2017 cia Cuc Quan Iy Dugc.

©) B sung nha san Xut dugce chét, cap nhat tiéu chuan chét luong dugc chit theo cong vin s 9742/QLD-DK ngay 12/07/2017 cua Cuc Quan ly Dugc.
4 B sung co s& san xudl dugc chit theo cong vin 50 22332/QLD- DK ngay 29/12/2017cua Cuc Quan ly Dugc.

) B sung co s& san xuat dugc chit theo cong vin $6 17042/QLD-DK ngay 19/10/2017 ctia Cuc Quan 1y Dugc.
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F W Negay hét Tiéu chuin Tén nwdc
So gidy dang o = " - A O X s — £ : . — £ . £
a % : 3 hiéu lye cia | Tén co sé san Tén nguyén liéu chat lwong | Tén co s san xuat Dia chi co so' sdn xuat san xuat
STT Tén thuoc ky luru hanh R £¢ thud 13 £ 5 2 én lié nnen .
£ s J ¥
thude giay ding xuat thuoce am thuoc clia nguyén nguyén liéu nguyén liéu ngE{yen
ky luu hanh licu liéu
it ko céng Pharmaceutical
; ® y ¥ ty TNHH Lién o s 19 Pelplinska Str., 83 — 200
6. | Pranstad 1 VD-21114-14 | 12/06/2019 Doanh STADA- Repaglinide EP 8.0 ;VRrks Polphama Staropaitd Gdansh. Poland
Viét Nam o
Chi nhanh céng o ; S pme
N Vitamin B1 Jiangxin Tianxin . .
7, |/SoaeumoH. VD-22013-14 | 08/122019 | Y TNHHLER 4 opye e BIGT5 | Pharmacentical Gy, | - upiang Industrial Zone, China
Forte Doanh STADA- : Leping, Jiangxi, 333300
N mononitrate) Ltd. :
Viét Nam
Chi nhanh cong S . : ; SRR
e v TNHH Lién Vitamin B12 Hebei Yuxing Bio- | Ningjin Higher and New
8. ® VD-22013-14 | 08/12/2019 |3 (Cyanocobalamine EP 8.2 engineering Co., Technology Developing Area, China
Forte ® Doanh STADA- .
2 ) Lt Hebei, 055550.
Viét Nam
) Chi nhanh cong }
Acetylcystein % F.L.S Fabbrica ; .
ty TNHH Lién - s T e, Via Dovaro Loc. Almisano; !
9. | STADA 200 VD-22667-15 | 26/05/2020 Doanh STADA- Acetylcysteine EP 7.0 Italian Sintetici 36045 Loige~ Vicenza Italy
mg © s Sp.A
Vigt Nam
Coéng ty TNHH :
: F.LS Fabbrica : ;
NAC STADA - Lién Doanh ; ; Shee Via Dovaro Loc. Almisano,
10. 200 (10 VD-23357-15 | 09/09/2020 STADA-Viét Acetylcysteine EP 7.0. Istah;n Sintetici 6045 Liomige'~ Viesis: Ttaly
Nam P-
Chi nhanh céng 3 :
. . F.L.S Fabbrica . .
Stacytine 200 ty TNHH Lién i - e Via Dovaro Loc. Almisano,
11| 4y VD-20374-13 | 27/12/2018 Doanh STADA- Acetylcysteine EP 8.0 IStah;n(SSimzetlm 16045 Eohigh — Vicensa, Ttaly
Viét Nam .25

% BG sung co s& san xuat dugc chat theo cong véan 50 13622/QLD-BK ngay 05/09/2017 cua Cuc Quan ly Dugc.
MBS sung nha san xuat duge chit, thay déi tiéu chuan dugc chat theo cong vin sé 18024/QLD-DK ngay 03/11/2017 va thay ddi dia diém san xuét thudc thanh pham, ¢& 16 san xuit. theo
ong van s6 20778/QLD-DK ngay 08/12/2017 cua Cuc Quén ly Duge. : : )
® B sung nha san xuat duge chat, thay doi tiéu chuan dugc chat theo cong vin sb 18024/QLD-DK ngay 03/11/2017 va thay d6i dia diém san xuit thuoc thanh pham, c¢& 16 san xuét theo
cbng vin s6 20778/QLD- DK ngay 08/12/2017 cua Cuc Quan ly Dugc.
@ Thay d6i tén co s& san xuat thude theo cong vin sé 3429/QLD-bBK ngay 24/03/2017 cua Cyc Quan Iy Dugc va thay d6i tén nha san xuat dugc chat tir Zach System S.P.A. sang F.I1.S
Fabbrica Italian Sintetici S.p.A theo hé so thay ddi nhé chi cén thong bao, ma tlcp nhan TDBS: 407/TDTN ngay 06/03/2017)
(19 Thay i tén nha san xuét duoc chat tir Zach System S.P.A. sang F.L.S Fabbrica Italian Sintetici S.p.A theo hd so thay ddi nho chi can thong bao, ma tiép nhin TDBS: 407/TDTN ngay
06/03/2017.
() Thay ddi tén co s& san xuat thude theo cong vin sb 31 95/QLD-DK ngiy 17/03/2017eua Cuc Quan ly Dugc va thay di tén nha san xuét dugc chét tir Zach System S.P.A. sang F.1.S
Fabbrica Italian Sintetici S.p.A theo hé so thay d6i nho chi cin théng bao, mé tiép nhan TDBS: 407/TDTN ngay 06/03/20/17)
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S oiby di Ngay hét Tiéu chuén ) Tén nuéce
STT Tén thud ko’ %:ru! hé:]? hiéu lye cia | Tén co sé san Tén nguyén liéu | chatlwgng | Tén co so san xuit Pia chi co sé san xuit san xuat
¢ i - iay din xuiit thube lam thube cia nguyén nguyén li¢u nguyén liéu nguyén
thuoc gldy &
ky lru hanh liéu liéu
Betahistine wongy Tl Via Livelli, 1 - 26852
; Lién Doanh Betahistine Y "
12.| STADA 8 mg VD-25488-16 | 05/09/2021 STADA-Viét dilivirochioaa EP 8.0 Olon S.p.A Casaletto Lodigiano, Frazione Italy
(2) b ¥ IR0 Mairano, (LO), Italy.
Betahistine €36 bt gong . Via Livelli, 1 - 26852
ty TNHH Lién Betahistine BT sy
13.| STADA 16 mg | VD-25487-16 | 05/09/2021 Doanh STADA- | dihydrochlorid EP 8.0 Olon S.p.A Casaletto Lodigiano, Frazione Italy
(13 V?;tnNam Y are Mairano, (LO), Italy.
. Chi nhanh cong ’ o
Bisoprolol A : . Poligono Rubi Sur, César
14.| STADA 10mg | VD21529-14 | 12/08/2019 | %Y TNHHLién | Bisoprolol gpyo | MoehsCamland | No ol T Brinet No 124, Spain
(4 Doanh STADA- | fumarate SL 08191 Rubi 1
Viét Nam 191 ubi (Barcelona)
] Chi nhanh cong 7 : ;
Bisoprolol N . _ Poligono Rubi Sur, César
' 15.| STADA 5mg | VD-21530-14 | 12/08/2019 | ¥ TNHHLién | Bisoprolol fp | MoehsiChtalang Martinell T Brunet No 12A, Spain
4) Doanh STADA- | fumarate SL 08191 Rubi (Barcel
Viét Nam ubi (Barcelona)
Chi nhénh cong ; ; ;
i : i Poligono Rubi Sur, César
6. | Bisostaras 19 | vp.2assese | omospey | @ THILLEn | Bisoprolel pp7h | oshsianlam Martinell T Brunet No 12, Spain
Doanh STADA- | fumarate S.L 0819 ; )
Vidt Nam 1, Rubi (Barcelona)
Chi nhanh coéng .
: : F.I.S Fabbrica ; :
Stacytine 600 ty TNHH Lién . : e Via Dovaro Loc. Almisano, )
17.1 ae VD-23979-15 | 17/12/2020 Doanh STADA- Acetylcysteine EP 7.0 Istah;n Sintetici 36045 Lonigo — Vicenza. Italy
Viét Nam 2

(12 Thay d6i tén nha san xuat duoc chét tir Sifavitor S.r.1., Italy. sang OLON S.p.A. theo hd so thay déi nho chi can théng béo, mi tiép nhan 2007/TDTN ngay 24/08/2017.
(3 Thay d6i dia dlem san xuit thudc thanh pham theo cong van s6 708/QLD-DK ngdy 16/01/2018 cua Cuc Quan ly Dugc; cdp nhét tiéu chuin dugc chit tir EP 7.0 1én EP 9.0 theo hd so
thay d6i nho chi can thong bao, ma tiép nhan 2301/TDTN ngay 18/09/2017; thay doi tén nha san xuat dugc chit tir Sifavitor S.r.1., Ttaly. sang OLON S.p.A theo ho so thay doi nho chi

can théng bdo, ma ti¢p nhan 2007/TDTN ngay 24/08/2017.
44 Thay déi tén co $O san xuit thudc theo cong van ) 3429/QLD-DK ngay 24/03/2017 cua Cuc Quan ly Dugc; thay ddi tén nha san xut dugc chét tir Moehs Iberica S.L. sang Moehs

Catalana, S.L. theo hé so thay d6i nho chi cin thong béo, ma tiép nhan 2856/TDTN ngay 06/11/2017.

15 Thay dél tén co s san xuat thude theo cong van s6 3185/QLD- -DK ngay 17/03/2017 cua Cuc Quan ly Dugc; va thay ddi tén nha san xuat dugc chat tir Moehs Iberica S.L. sang
Moehs Catalana, S.L. theo |10 so thay dbi nho chi can théng bao, ma tiép nhan 2856/TDTN ngay 06/11/2017
U9 Thay ddi tén co s& san xuat thude theo cong van s6 31 55/QLD-DK ngay 17/03/2017 cua Cuc Quén ly Dugc; va thay dbi tén nha san xudt dugc chat tir Zach System S.P.A. sang F.I.S
Fabbrica Italian Sintetici S.p.A theo hd so thay d6i nho chi can thong bao, ma tiép nhan TDBS: 407/TPTN ngay 06/03/217
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ob oifiv 8k Ngay hét Tiéu chuan Tén nuée
= £ © Eiiy DERE hiéu lyc cia | Tén co sé san Tén nguyén liéu chiit lwong | Tén co sé sin xuit Dia chi co' so san xudt sin xuit
STT Tén thuoc ky luu hanh LE AR X £ hud 2 & an lia asion -
thude giay dang xuat thuoe lam thuoc ctia nguyén nguyén lic¢u nguyén li¢u nguyén
ky liwu hanh ligu liéu
18.| Doxycyclin ™ | VD-22475-15 | 26/05/2020 dugc phim yey EP9.0 | Pharmaceutical Co., £ ; China
; ; hyclate Development Zone, Dafeng
Khanh Hoa Ltd. Citv. Ti : :
ity, Jiangsu Province, China
Cong ty ¢b phan T — 4710, GIDC Estate,
19.| Kamelox 15“® | VD-21863-14 | 08/12/2019 dugc pham Meloxicam BP 2015 i Ankleshwar-393002, India
4 : Limited . :
Khanh Hoa Gujarat, India
Cong ty ¢b phan Yixing City Xingyu . o ;
20.| Allopurinol @ | VD-25704-16 | 15/11/2021 | duoc phim Allopurinol USP37 | Pharmaceutical Co., Fa‘“gQ‘f‘I‘.’ Towm, ¥iXmgCIw | g
i . iangSu, China
Khanh Hoa Ltd.
Cong ty b phe“m A35/2, Lote Parshuram
21.| Bisoprolol @ | VD-22474-15 | 26/572020 | duoc phim Bisoprolol pepzg | s Liwcence | Indusical Ates, MIDIC, Tal. | gy
Khanh He Fumarate Ltd. Khed, Dist. Ratnagiri, 415
oa 722, Maharashtra, India
Clarithromycin Céng ty cd phn Zhcjiang Quobang Ha\ll'loz?lo\:gx‘g;;d u
22. a1 4 VD-22171-15 | 09/02/2020 duoe pham Clarithromycin USP 37 Pharmaceutical Co., £ oy China
500 2V Khanh He Ltd Industrial zone, Zhejiang, P.R.
i ki : China 312369
gy b phe"m Plot No. 43&44, IDA, Phase
23 Atorvaggatm 10 VD-21312-14 12/8/2019 ditotphim Atorva.statm USP 34 Chromg [I-Pashamylaram, PaFanF:heru India
(22) Khanh Ho Calcium Laboratories Mandal, Medak District,
e Telangana state, India, 502307
. Cong ty cévph?m ; Morepen Morepen Village, Nalagarh
24, AEOIVE:?;?UH 1 VD-21312-14 12/8/2019 dugc phim Atgr;fa.stalm USP 34 Laboratories Road, Near Baddi, Distt. India
Khanh Hoa e Limited Solan, (H.P.) 173205, India
it Cong ty cé_phén ] i Plot No. 5901, Kanoria
23 A“’”‘}ﬁf‘“" W VD-21312-14 12/8/2019 duge pham Atg;;iﬁm USP 34 Reine Lifescience | Chemical Road, Nr. Par Drugs India
Khanh Hoa GIDC Estate, Ankleshwar-

U7 Thay dbi co so san xuét duoc cht, tiéu chuan chat lugng dugc chiét theo cOng van s6 21836/QLD-DK ngay 21/12/2017
U8 Thay dbi co so san xuét duoc chit, tiéu chuin chit lugng dugce chét theo cong van s6 21833/QLD-PK ngay 21/12/2017 cia Cuc Quan ly Dugec
(19 B sung co s¢ san xudt dugc chét theo cong van sb 20252/QLD-DK ngay 01/12/2017 ciia Cuc Quan 1y Duge
9 Thay d6i co s¢ san xuat dugc chét, cip nhat tiéu chuan chat lugng dugce chét theo cong vin s6 2650/QLD-BK ngay 06/02/2018 ciia Cuc Quan ly Duge
b B$ sung co s¢ san xudt duge chat, thay di tiéu chuan chét lugng dugc chat theo cong vin s6 2958/QLD-BK ngay 09/02/2018 cua Cuc Quan 1y Dugc
@2 B sung co s& san xuat duoc chit theo cong vin s6 2945/QLD-DK ngay 09/02/208 cia Cuc Quan 1y Dwgce
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INDIA

s6 viky a Ngay hét Tiéu chuan ] ) Tén nuéce
. 5 £ o’glay A08 | higu Iye ctia | Tén co sé sdn Tén nguyén liéu | chatlwong | Tén co s6 san xuit Dia chi co s san xuit sin xuét
STT Tén thuoc ky Iru hanh LEL £ £ x £ . A PR e a
£ gidy ding xuat thuoc lam thuoc ciia nguyeén nguyén liéu nguyén li¢u nguyén
thuoc A
ky luu hanh liéu liéu
393002, Dist. Bharuch (Guj.)
India
Cong ty cf}qphz‘in Zhejiang Chiral Nanyang Economy
26.| Gabapentin @ | VD-22908-15 | 09/9/2020 duoc phim Gabapentin USP 38 Medicine Development Zone, Xiaoshan, China
Khanh Hoa Chemicals Co., Ltd. Hangzhou, Zhejiang, China
No. 31 Weisan Road,
Cénio tvch phin Shangyu Jingxin Zhejiang Hangzhou Bay
27.| Simvastatin @¥ | VD-21317-14 | 12/8/2019 Ongty co p Simvastatin USP 38 Pharmaceutical Co., Shangyu Industrial Area, China
dugc pham i A
Khanh Hoa Ltd. Shangyu City, Zhejiang
Province, P.R. China, 312369
NIDAL DAY COSEJE C}? éll)::an Zhejiang Jiuzhou 99 Waisha Road, Jiaojiang
28.| o5 VD-25137-16 | 05/09/2021 R Ketoprofen BP 2014 Pharmaceutical Co., | District, Taizhou City, China
4 Rupharso Ltd Zhejiang Province, China
U.S.A 2 '
NIDAL FORT COSE ty C; élilan Zhejiang Jiuzhou 99 Waisha Road, Jiaojiang
L H e VD-25138-16 | 05/09/2021 Ll Ketoprofen BP 2014 | Pharmaceutical Co., | District, Taizhou City, China
) ey Ltd Zhejiang Province, China
US.A : '
Cong ty ¢o phan
CNGEEUED (27 duoc phim ; Highway 77 South, Bishop
(ZJ) = - K P 5 ’
30.| SOSFEVER VD-26101-17 06/02/2022 Ampharco Ibuprofen EP 8.0 BASF Corporation Texas 78343, USA. USA
U.S.A
) Glenmark House, HDO
Cong ty co phan B enimail Corporate Building, Wing A,
31, [ AMFENDINGD |.oponmnnps: | rymapmg: | Sweptan ) Hexotnadae USP38 | Pharmaceuticals | DD SawantMarg, Chakala India
(25) Ampharco hydrochloride L off Western Express Highway,
US.A ’ Andheri (E), Mumbai 400 099

@3 B sung co s& san xuat duoc chét, cip nhat tiéu chuan chit lugng dugc cht theo cong vin so 2653/QLD-PK ngay 06/02/2018 cua Cuc Quan ly Duoc
@9 B sung co s& san xuat duoc chit, cap nht tidu chuan chit lvong dugc chit theo cong vin 6 2614/QLD-DPK ngay 05/02/2018 ctia Cuc Quan 1y Duge
29 B$ sung co s& san xuat duoc chét theo cong vin so 20777/QLD-DK ngay 08/12/2017 cia Cuc Quan ly dugc.
@9 Bg sung co so san xuét dugce chét theo cong van $6 20776/QLD-PK ngay 08/12/2017 ctia Cuc Quan 1y dugc.
@7 Thay dbi tiéu chuin duoc chit theo cong vin sb 22018/QLD- -DK ngay 25/12/2017 cua Cuc Quan 1y duoc.

@ Thay d6i tiéu chudn dugc chit va tén nha san xuit duoc chét theo cong vin sé 1260/QLD-DK ngay 19/01/2018 ctia Cuc Quaén 1y duoc.
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S6 vifiy din Ngay hét Tiéu chuén ) ) Tén nuéc
STT Tén thube Ky %ll'l]yhf‘l E hiéu Irc ctia | Tén co sé sdn Tén nguyén li¢u chét lwong | Tén co s& san xuat Dia chi co s san xuat san xuat
y thubc " gidy ding xuat thuoc lam thuoc clia nguyén nguyén liéu nguyén liéu nguyén -
ky luu hanh liéu liéu
) Glenmark House, HDO
Cong ty co phan Glenmark Corporate Building, Wing A,
AMFENDIN duoc phim Fexofenadine ) T B, D Sawant Marg, Chakala iz
32. 120 @ VD-23502-15 17/12/2020 Avnphoco hydrochloride USP 38 Phdrméfccltum.alb off Western Express Highway; India
US.A ’ Andheri (E), Mumbai 400 099
INDIA
VD-23509-15 | 17/12/2020 | Cong ty ¢d phan 5 i
duoc phim Bambuterol FiRin ntkion Hunan Liuyang Bio
sesasthine (30) C o : - .
33.| Maxxasthma Amphareo hydrochloride BP 2014 Pharmaceutical Co., Pharmncentical Park; Chiia. China
Ltd
U.S.A
AR 7 = T
. QLDbB-484-15 | 29/12/2018 | Congty coxphan e Leping Safely ’ .
~, | Usatenvir 300 duge pham : ; : Tashan Industry Zone, Leping, -
34| & disoproxil IP 5 Pharmaceutical Co., | .. 3 e China
) Ampharco Jiangxi, 333300 China.
3 fumarate Ltd
U.S.A
Cong ty Cod Alendronate Cadila 294, G.1.D.C. Estate,
35. | Ostebon 70 32 VD-20784-14 | 06/12/2019 phan Duoc sodium USP 32 Pharmaceuticals Ankleshwar - 393002, Dist: India
pham OPV (Alendronat natri) Limited. Bharuch, Gujarat State, India.
UNIT-2, Chippada Village,
Cong ty Cb s ey : Annavaram Post,
36. | fumeproxen 300 | iy 55741-16 | 15/11/2021 | phin Dugc ?ﬁfrf;‘:;i‘?:%“ USP 38 Ei‘r‘:itseé‘aboram”es Bheemunipatnam Mandal, India
pham OPV P Visakhapatnam District,
Andhra Pradesh — 531 162
= x (hongqing No. 666, Rongjun Road,
Congty Co Tiéu chuin Huapont Nanjin Avenue, Hechuan
37.| Allergex ©% VD-26969-17 | 22/06/2022 phan Dugc Acrivastine . . | Shengchem ant 2 e paepcn China
z nha san xuat ; District, Chongging, China
pham OPV Pharmaceutical Co.,
Ltd (401520).

29 Thay dbi tiéu chuén duoc chit va tén nha san xuit duoc chat theo cong vén s6 1259KQLD DK ngay 19/01/2018 cia Cuc Quan ly duogc.
B9 Thay dbi co s6 san xuat dwoc chét, tiéu chun chit lrong duoc chit tai Cong vin so 7319/QLD-DK ngay 25/05/2017 cia Cuc Quan ly dugec.
61 Thay dbi co s& san xut dugc chit, tieu chuén chit lugng duoc chét tai Cong van sé 3635/QLD-DK ngay 27/03/2017 cua Cuc Quan ly dugc.
32 Thay dbi tén thuoc theo Cong vin sb CV 20245/QLD-PK ngay 01/12/2017 ctia Cuc Quan 1y dugc; va diéu chinh tén, dia chi co s san xudt dugc chit theo hd so thay ddi nho chi cén

thong bao, mi tiép nhin TDBS: 228/TDTN ngay 22/01/2018.
33 Thay d6i tén thude tén theo cong van s6 21410/QLD-DK ngay 18/12/2017 cua Cuc Quan 1y Dugc

34 Thay dbi dia chi co ¢ san xudt duoc chit, tiéu chuin dugce chit theo hd so thay dbi nho chi cn théng bao, ma tiép nhan TDBS: 214/TDTN ngay 22/01/2018;
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b sibv di Ngay hét Tiéu chuin ' Tén nuéc
- £ o g1y CANE | hidu lyc cita | Tén co sé sin Tén nguyén liéu | chit lwong | Tén co s& sin xuét Dia chi co sé san xuit san xuat
STT Tén thuoc ky Iru hanh T e £ £ . i i 5 L= > L %
P gidy dang xuat thuoc lam thuoc cia nguyeén nguyén liéu nguyén liéu nguyen
thuoc > $ iR it
ky hru hanh liéu liéu
. Céng ty Co Plot. No. 39 A & B, IDA.
: : aP ; . - ’
38.| gy MM | yD.18331-13 | 13/02/2019 | phinDuge | Loratadine USP 40 gﬁ:‘f‘l“imi‘éfﬂma Jeedimetla, Hyderabad — o
pham OPV : 500055, Telangana, INDIA.
New Amerhino ey Co Phenylephrine Mallndi Dougs & nglgr(:aiifmﬂljéxs{;gg Tet
39.| 6 VD-18331-13 | 13/02/2019 | phinDugc || *W RS BP 2016 | Pharmaceuticals P i B India
him OPV ydrochloride Limited Vellore Dist, Tamil Nadu, Pin
P — 632403, India.
9 Sy.No. 213, 214 & 255,
Cong ty Co Lisinooril Hetero Drugs Bonthapally Village,
40. | Linorip 10 ©® VD-24827-16 | 15/07/2021 phan Duoc diiL1 drgte EP 7 Limited, Gummadidala Mandal, India
phim OPV 4 Unit-1 Sangareddy District,
Telangana State, India.
Unit I, Sy.No.347, 473,
Conge Co Sotalol Neuland izi;zg %ite?agrﬁ?;gil\zmv
41. | Medifox 80 @7 | VD-26223-17 | 06/02/2022 phéan Dugc ; USP 38 : ! g India
him OPV hydrochloride Laboratories Ltd Temple Road, Gumma(_hdala
p Mandal, Sangareddy District —
502313, Telangana, India

©9 Thay d6i dia chi co cd sin xuit dugc chit, tiéu chudn dugc chit theo hd so thay ddi nho chi cin théng bdo, ma tiép nhin TDBS: 185/TDTN ngay 22/01/2018: cong vin duy tri hidu luc
s6 ding ky luu hanh theo cong van s6 3324/QLD-PK ngay 13/02/2018 cua Cyc Quén ly Duge
(9 Thay ddi dia chi co co san xudt duoc chit, tiéu chudn dugc chat theo hd so thay ddi nho chi cin théng bao, mi tiép nhin TDBS: 3472/TDTN ngay 25/12/2017.
7 Thay ddi dia chi co ¢ san xuat duoc chit, tiéu chuén duoc chit theo hd so thay ddi nhé chi cin thong béo, mi tiép nhan TDBS: 3471/TDTN ngay 25/12/2017.
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